OC 00O "PYCKOMCEPT" RA.RU.11HB54

WHH: 7733337865, OT'PH: 1197746179454
Mecro Haxoxmenms: 125362, POCCHS, TOPOJ] MOCKBA, ITPOE3]] CTPOUTEJIbHBIN, JIOM 7A, KOPITYC 6, OT 1 KOM 8,
(dakruueckuii anpec: 125362, POCCUS, I' Mocksa, npoe3n CTpouTenbHbIi, . 7A, kop.6, 1.1, koMm.8 (oduc 12), 8a (oduc 12a),
tenedon: +7 9057376721, anekrpoHHas mo4Ta: os@ruskomsert.ru.

Hcex. Ne 11665 ot 02.12.2024 rona

['enepanpHOMY nUpEKTOPY

OOO "Pom /Ilnarnoctuka Pyc"
BoponkoBoit Anne Muxaitnosne
107031, Mocksa, TpyOHas miomass, a. 2
OI'PH: 1097746730872

Tenedon: +74952296999

NHHO®OPMAIIMOHHOE ITUCBMO

B TamoxeHHbIE OpraHbl

10 MECTY TpeOOBaHHUs

Ha Bamu 3arpoc 0 He0OX0MMOCTH 0053aTEeILHOTO TOATBEPIKICHUSI COOTBETCTBHSI IPOAYKIMHU IIPH BBIITyCKE B OOpalleHne
Ha TEeppUTOpUM EBpazniickoro 3KOHOMHYECKOTO COI03a COIJIACHO perucTpanuoHHoMy ynocroBepenuro Ne P3H 2021/13204 ot
06.11.2024 r., BeiganHoro ®denepanpHol cityx00i 1o Han3opy B cdepe 3xpaBooxpanenus (POC3IPABHAJI30P), coobuiaem
crenyrouiee:

KonrposnbHblii pacTBop 1i110k03bl "AKKy-Uek® Mucrant" (Accu-Chek® Instant),B cocrase:

1. KoHTpOJIBHBIN pacTBOP TIFOKO3bI HU3KOTO ypoBHS "AKKy-Uek® Uucrant" (Accu-Chek® Instant) (Control 1) - 1 mrr.;

2. KOHTpOJIBHBIH PacTBOP TITFOKO3HI BEICOKOTO YpoBHS "AKKy-Uek® MucTant" (AccuChek® Instant) (Control 2) - 1 miT.;

3. Uactpykuus o npumenenuro (Package insert).

Kox OKIII2: 20.59.52.195, npoussozactea ¢upmsl: "Pom [Iuaderc Kea I'm6X", T'epmanus, Roche Diabetes Care GmbH,
Sandhofer Strasse 116, 68305 Mannheim, Germany.

Mecro npoussoactsa: Bionostics, Inc., 7 Jackson Road, Devens, MA 01434, USA

HEe BKJIOYEHAa B E€JMHBIH IEpeYeHb NPOIYKIHMH, MOAJekKamed o0s3aTenbHON cepTuUKAalUK, W EIUHBIH IepeueHb
NPOXYKLIMH, TOAJeKalleld AEKIapupOBaHUIO COOTBETCTBHS, YTBEP)KACHHBIE IIOCTaHOBiIeHHEeM IlpaBurtenbctBa Poccuiickoii
Oeneparun ot 23 nexadbps 2021 roga N 2425.

OnHOBpPEMEHHO €O00IIaeM, YTO BhINICYKa3aHHas MPOAYKIMS HE MonajaeT noj jaeiicTByromue TeXHHYecKHe perjaMeHTh
TamosxenHoro coro3a (EBpa3uiickoro 5KOHOMHYECKOT0 CO03a).

Hacrosimiee pa3bsicHeHne ASHCTBUTENBHO /10 BHECEHUSI M3MEHEHUI B MOKyMeHThI [IpaBurensctBa Poccuiickoit @eneparuun
n EBpasmiickoii 2KOHOMHYECKOW KOMHCCHH, yCTAHABJIMBAIOUINE HEOOXOIMMOCTH MPOBEICHHUA O0S3aTEIBHOTO ITOITBEPKIACHUS
COOTBETCTBUS TaHHBIX TOBAPOB.

OTBETCTBEHHOCTh 3a MPAaBWIBHOCTH NPEIOCTaBICHHONW MH(OpMaIy 1o HASHTH(UKAIUN MPOAYKIIUH U €€ KOJaM HeceT
OpraHu3aIysl, HalpaBUBIIAs 3aIPOC.

T'enepanbHbIil TUpEKTOP
000 «PYCKOMCEPT» Uronromkun Makcum Bacunsesuy
(noartrCo§ (®.1.0.)




